L oepaen tTATE
:‘“u"ii‘ﬂ;k.gn wie § .f

VL1186 o o1 B0

Hillippe UDouillet
One Holwoke Lane
Stony Brook, New York 11790

5 "‘Ra: Docket No. RIP-0404
Dear Mr, Doudllet:

This responds to youx November 8, 1983, petition requestimm that cosmetic
tale be lsbeled with s asheston warnivg statemert, information en asbestoe
particle sise, and the proportion of tale imprities in the product.

You asgext: that, because the mining of rale alwost invariably indludes the
mining of asbestos as well, cosmetic talc mey contain significent swounts
of ashestos particles thet present mi irhalation hazard to hussns. Also,
you cite references to suhetsntiate that sisni{ficant amomts of ashestos
have been fowrd in comercisl tslc samples, that asbestps inhalation is
hazerdows to hmens, and that ashestos contsminanes in tale will produce
toxicological vesponaes when irhaled. ’

FIA vecogrizes that ssbestos inhalstion over extended periods is hazardous
o humers. The szency is also awsre thar some cosmetic tale produced in
the 19608 and early 1970s did contain asbestiform minersls. Fowever, your
pecition has not persuaded us that the commetic tale thar is presently
being produced- containe sipnificant avomts of ssbestiform minerals.

During the early 1970s, FDA became corcerned sbout the possibility that
cosmetic tele did contzin significent ssounts of this material. The apency
received seversl reports showt such contamination. Fowewer, st that tims,
the analyticsl mocedizes for determining ssbestos in wlc w fully
dew T BT mest _of G- aT1R Bl oK was cornueted ﬁw‘.m
AeTEEmenT @5 To-wTiC wethuxds Wers Vel l-sulted for the Identificarion of
asbestiform minerals in tale. Consequently, FDA considered a1l apalyrical
Tesuity—to-beof (oEBCiGoANIe TelTAbITLIEY,
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=) e Nis masesswent proved to be
Vere tly rvaised about results

reportad in the literature in the early 1970 (zee enclosed copy of
National Buresu of Stendards Special Publication 506 entitled ‘
"Misidentifleation of Ashestos in Talc"}. Pacmme of the questionsble
nature of the enslytical resulrs, the ageney wms not sble to sssess
reliably the levels of asbestiform minerals {n cosmetic tale them in the
mevketplace.
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Under these circwmstances, FIA decided that the most appropriste actions
that it could take to protact the public health would be to meke the
reports publie snd bo request assistance froe the affected indmstry in

developing acceptsble aelytical procedures. This spproach spparenely has B
led o cnwidersble improvement in the quality of this eslc.

!mm&u-mim,mmcmmmsbegmmmdm
tale for ashestifors minersls ss pert of their quality control
rrogrems, and tale sappliers began to gell Mgher purity rsles to the
comaetic indwmtry. By 1676, ashestos mrlytical methodology uas
sufficiently developed that the Commetic, Tolletry, snd Pragrance
Angociation (CIFA) could iseum s specification (copy enclosed) for rommetic
tale, Thiz specification requived that such tale be free of fibroww
amthibole (e.g., ssbestoe in the form of asbestiform tremolice) weing =
CIFA methad of analysis Mi:cMhﬁmﬁm&Smd
@mphibole asbestos. This specificstion contributed to the contirumd

of cosmetic talc qusiity,

Tn addition, FIA surveiilance activities that were conduetad in the latter
portion of the 19708 shosed that the quality of cosmetic tale had
significantly improved, and that even whan ssbestos sos present, the levels
were g0 Jow that mo health hiazard existed. Ouwr scientists recently
reviewed data from thess survaillance activiries snd concluded that the
risk frmamt—ch-eaatm:eofatpmmmuhesm from cosmetic tale
world be Jess than the risk from envirormentsl baclkaround lewels of

xposice {0 asbestos (non-ocrupational eepnsura) over s 1ifeeime.

Cmuemenr_n'.Heﬂrﬁrhetﬂ\vrrfsmm:atrhistime&rmemym :
conclude that thers is a hesith hazard attributshle to ashestos in cosmetic

tale. Withmr evidence of gieh 3 hazard, the agemcy concludes that there

fa 70 need tn vequire 2 vaming 1sbel on commetic talec.

FIA should slas point our that, in reviewing yur petition, we found
several problems with the information on which you relied. The publication
TAghestiform Imporities in Copmercis] Talevm Powxlers,™ which you clte in
your petition, appesrs 1o contain a mwber of sigdficmt errors that lead
us to question the accursey of the findinge that vere reported. For Pour
information, we have enclosed a copy of s June B, 1973, reburtal of vhis
pblication that wem writren by the Chief Minsrclogist of the Colovade
School of Mines Resesrch Instituts in Goldem, Colerado. Also, your
patition’s 1978 book reference to the M, Sinsi School of Vedicioe findings
18 too old to reflect present contsmination levels. Further, w& sre not
convinced that the Mt, Sinal findings pertained ro cnsmetle talc. Your
refersnce states thet common commercial tales were analyzed, Yot it does
Tot. specify whather these commerclal talca were industrisl grade nr
commetic tale.
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For all of these ressons, your petition {s denied. This denial is witheur
prejudice to the futwe filing of a petition on this matter, sccompenied by
all relevent data in support of the petition.

Sincerely vours,

/:j(fwém

Acting Associste Commissioner
for Regulatory Affaivs
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